AZATHIOPRINE- azathioprine tablet
Cadila Healthcare Limited

Azathioprine Tablets, USP

PACKAGE LABEL.PRINCIPAL DISPLAY PANEL
NDC 70771-1140-1 in bottle of 100 tablets
Azathioprine Tablets USP, 75 mg

100 tablets
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100 Tablets
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Each tablet containg:
Azathiopring, USP ___ 75 mg

Usual Dosage: See package insert for
complete prezcribing information.

Store at 207 fo 25°C (88" to 77°F) [Ses
USP Controlled Fioom Temperature] in a
dry place and protect from Bght.
Dizpenge in a tight, light-resxtant
container as defined in the USP.

KEEP THIS AND ALL THE DRUGS
OUT OF THE REACH OF CHILDREN.

Manufactured by:
Cadia Healihcare Lid.
Ahmedabad, India
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75 mg label

NDC 70771-1141-1 in bottle of 100 tablets
Azathioprine Tablets USP, 100 mg

100 tablets

Rx only
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Azathioprine
Tablets, USP

100 Tablets
Rx only

Usual Dosage: See package insert for
complete prescribing information.

Store gt 207 to 25°C (66" 0 77°F) [See
USSP Controlled Rioom Temperature] m a
dry place and protect from Bght.
Dispense in a tight, bight-resstant
contginer 2z defined in the LSP.

KEEP THIS AND ALL THE DRUGS
OUT OF THE REACH OF CHILDREN.

Manufactured by:
Cadia Healthcare Ltd.
Ahmedabad, india
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NDC 70771-1139-1 in bottle of 100 tablets
Azathioprine Tablets USP, 25 mg

100 tablets

Rx only

100 mg label
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Each taklet containg:
Azathioprine, USP . 25mg

Usual Dosage: Ses pacxage insert for
complete prescribing information.

Store at 20° o 25°C (65" to 77°F) [See
ISP Controlied Rioom Temperature] ina
dry place and protect from Bght.
Dizpense in 3 tight, light-resxtant
container a5 defined in the LISP.

KEEP THIS AND ALL THE DRUGS
0OUT OF THE REACH OF CHILDREN.

Manufactured by:
Cadia Healthcare Lid.
Ahmedabad, india
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25 mg label

AZATHIOPRINE

azathioprine tablet

Product Information

Product Type HUMAN PRESCRIPTION DRUG

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name
AZATHIO PRINE (UNII: MRK2401Y2L) (AZATHIOPRINE - UNI:MRK2401Y2L)

Inactive Ingredients

Ingredient Name
CROSCARMELLOSE SODIUM (UNIE: M28 OL1HH48)
LACTOSE MONOHYDRATE (UNI: EWQ57Q815X)
MAGNESIUM STEARATE (UNIL: 70097M6130)
PO VIDONE (UNII: FZ989 GH9 4E)
STARCH, CORN (UNIL: 08232NY3SJ)

Product Characteristics

Color YELLOW (YELLOW) Score

Item Code (Source)

NDC:70771-1139

Basis of Strength Strength
AZATHIOPRINE 25
Strength
2 pieces



Shape ROUND (ROUND) Size 6mm

Flavor Imprint Code ZD;11

Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date

1 NDC:70771-1139-1 100 in 1 BOTTLE; Type 0: Not a Combination Product 12/02/2017
2 NDC:70771-1139-5 500 in 1 BOTTLE; Type 0: Not a Combination Product 12/02/2017

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
ANDA ANDA077621 12/02/2017

AZATHIOPRINE

azathioprine tablet

Product Information

Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:70771-1140

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
AZATHIO PRINE (UNII: MRK2401Y2L) (AZATHIOPRINE - UNI:MRK2401Y2L) AZATHIOPRINE 75
Inactive Ingredients
Ingredient Name Strength

CROSCARMELLO SE SODIUM (UNII: M28 OL1HH48)
LACTOSE MONOHYDRATE (UNII: EWQ57Q8I5X)
MAGNESIUM STEARATE (UNIL: 70097M6130)

PO VIDONE (UNII: FZ989 GH94E)

STARCH, CORN (UNIl: 08232NY3SJ)

Product Characteristics

Color YELLOW (YELLOW) Score 2 pieces
Shape ROUND (ROUND) Size 9mm
Flavor Imprint Code ZD;10
Contains

Packaging



# Item Code

1 NDC:70771-1140-1 100 in 1 BOTTLE; Type 0: Not a Combination Product

Package Description

Marketing Start Date
12/02/2017

2 NDC:70771-1140-5 500 in 1 BOTTLE; Type 0: Not a Combination Product 12/02/2017

Marketing Information
Application Number or Monograph Citation Marketing Start Date

Marketing Category

ANDA

ANDAO077621

AZATHIOPRINE

azathioprine tablet

Product Information

Product Type

HUMAN PRESCRIPTION DRUG

Route of Administration ORAL

Active Ingredient/Active Moiety

AZATHIOPRINE (UNI: MRK2401IY2L) (AZATHIOPRINE - UNI:MRK2401Y2L)

Ingredient Name

Inactive Ingredients

Ingredient Name

CROSCARMELLO SE SODIUM (UNII: M28 OL1HH48)
LACTOSE MONOHYDRATE (UNII: EWQ57Q8I15X)
MAGNESIUM STEARATE (UNIL: 70097M6130)

PO VIDONE (UNII: FZ989 GH94E)

STARCH, CORN (UNIl: 08232NY3SJ)

Product Characteristics

Color
Shape
Flavor

Contains

Packaging
# Item Code

1 NDC:70771-1141-1

YELLOW (YELLOW)
ROUND (ROUND)

Package Description

12/02/2017

Item Code (Source)

Marketing End Date

Marketing End Date

NDC:70771-1141

Basis of Strength Strength

AZATHIOPRINE

Score
Size

Imprint Code

Marketing Start Date

100 in 1 BOTTLE; Type 0: Nota Combination Product 12/02/2017

2 NDC:70771-1141-5 500 in 1 BOTTLE; Type 0: Not a Combination Product 12/02/2017

Marketing Information

100

Strength

2 pieces
10mm

7D;09

Marketing End Date



Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
ANDA ANDAO077621 12/02/2017

Labeler - cadila Healthcare Limited (918596198)

Registrant - Cadila Healthcare Limited (918596198)

Establishment

Name Address ID/FEI Business Operations
Cadila Healthcare 918596198 ANALYSIS(70771-1139, 70771-1140, 70771-1141) , MANUFACTURE(70771-1139, 70771-
Limited 1140, 70771-1141)

Revised: 3/2020 Cadila Healthcare Limited
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